
Subhmitted by Siiale. Inc. 5J k)Sm ryAN2 2G
Ad~dress: 132 Turnpike Road. Suite 130

Southborougth, MA O1M72
Teliepitone: 508415-2_40 I
Facsimile: 503-875-24104
(:,niacl Namec: Yoiaendra Jain. Chief"Ihchnieal Officer i Co-founder

Date Submitted: Jauary 1 8, 2W0

Trade Name: Secalicare PI'Ilstation
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Description: The Sent Care Pi IStdOl n cI tdes an electroiiic pillbox for homec wse (die
lI'ilS~atio[it), and server software I'fr cor n tMiliCati DV antd programmirngm the

Pi UStadior (PillStation Nkhnatwcr Software). The SentiCare Pill Stit ion isdesiowd
to assist indiVidual W11i ibMedication organization, set I'ad ministration, nnd

xdherence. Specifically, time PillStation is designed to aid individuals ini

medlicxi on oruan izatiion and reconciliation: idea i fy incomiplete or naporoprinte
remiloval of rIledicatlil's witlh corrective Ibedhiick: tecach and coach libout
Medications and dailv medical procedures; provide alerts of' dose times; and
CiiSuVC timuly reiilla t itl jidications sc-Fdmni.atitio. Thle Sentiare
l'il Sinjimon is a daie ass ist device with many' Features, to alert users aind caregiVers,
oflpre-detennincd scheduled medication tinies: easy to use pill tray, pill binls
highlighted by lhlup indicators. vill alanus. and LC U ceM esaig
'Ifhioughul F$19 ti on's ho it tin scanning system, high ga iiiit>. static digital imaces

ic set from the P111Station to Vill Station Maliager sofiware. lRcnioic monitors.

peole cal led -Call Cener Advisois", mon01itor and yerif I PilStation's medication
contents. w~ith PillStation users' prescriptions in older to keep truck of medication
alerts arid verit% that the user and/or earogiverhas loaded their prescribed
mud icat tons into the 111 Stin ion pill tray. Thiis mont Wing is accomplished
fhrough the I'il[Station Manager software. I-le Sentiare POi lation is a novel

approtach tc medication org~anization1 and rnity he oftgreat. assiSWtKc 10 th1ose
individuals and carcaivcrs who look Lo improve upon their own medication
organization, adhecrence, and scl C adininisiraiion.

Ititended Cse:Thc SendCare Pill Station is intended IOr medical pu~rpo.ses to provide alenis it)

patients and fiealiheare providers for pRe-dctel1mined medication closing schedules.

The de% ice in~corpurjates wireless communicationl and electronic imaginlg.

Substantial Eq uivalence: The Sent~are PilIlSiatior is sinilar in inteneetd use and
tcchrohlogical characteristics to predicate dev.ices rcevte-ved zis-



medi antort rein dcr; (~thilv Aclivilv Assist Devices). including
tile Voce Pill Phone (K06{)2",). andi the c-P;iff 4 Alarm Vihratingz
Pill HON (5 10(k) exempt).

Ih Il:eapibilitw of the Sentiare PilISLation to image tire contents ol'
lite pill 1ray anld upload the i lbrmaltiunl through thre Internet io a
central server was etrmincd tLw tite -fDA to introduce at diftfrit
Fundarnental Ccli1001Nologv rcqiriI.g the submission of 5 10(k).
Despite thre introduction of this technology into tile device, the
Senti~are PillStition does not perh'orn :iia-,c recognition or
prohibit avcss to medications stored in (the device. Apart from thre
additional capibi lily t) scan the contents i -the pill tray. the
Senitarxe PillStation is otherwise similar with respect to
indications I use and Physical eharactrristrrs to predicate, devices
in torms of1 1(k) substantial equivalecy\.

Arplicabie1 rests were carried oul as part of the software des:ign
process, where the key ftinctions, of the Sentiarc P1IllSiatiunl
(inclu tding both the PillStauhon and the P illS ration Manager
solVware) w~ere verified and/or validated. 'Ithe results of the tesring
niet sp1cifications, and esmhhlishled the device as safe and elTeetive
for its intended use, which is comparable to other predicate
devices.
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Nixon Peabody LLP
401 9th Street NW, Suite 900
Washington. District of Columibia 20004 2 1

Re: K103009
Trade/Device Name: SentiCare PillStation
Regulation Number: 21 CFR 890.5050
Regulation Name: Daily Activity Assist Device
Regulatory Class: I
Product Code: NXQ
Dated: January 18, 2011
Received: January 19, 2011

Dear Mr. Mailhot:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRH docs
not evaluate information related to contract liability warranties. We remind you, however,
that device labeling Must be truthful and not misleading.

If your device is classified (see above) into either class [1 (Special Controls) or class III
(PMA), it may be subject to additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal
Register.
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P~lease be advised that FDA's issuance Of a1 Substantial eqluivalence determination does not
mean that FDA has made a determination that Your device complies with other requirements
o-f the Act or any, Federal statutes and regulations administered by oilier Federal agencies.
You must comply with all the Act's requirements, including, but not limited to: registration
and listing (21 CER Part 807);- labeling (21 CFR Part 801);- medical device reporting
(reporting of medical device-related adverse events) (21 CFR 803); good manufacturing
practice requiremenuts as Set forth in the quality systems (QS) regulation (21 CER P'art 820);
and if applicable, the electronic product radiation control provisions (Sections 531-542 of'
the Act); 2 1 CFR 1000- 1050.

If you desire specific advice for your device on our labeling regulation (21 CF R Part 801),
please go to lhttp://ww w.fcagvAoiFACnesficsCR/1IHf~cSLCl
I 15809.km for- the Center for Devices and Radiological H-ealth's (CDI-I's) Office of'

Compliance. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification" (21ICFR Part 807.97). For questions regarding the reporting of
adverse events under the MDR regulation (21 CER Part 803), please go to
littp://www.fda.gov/MedicalDevices/Safety/ReportaProbleii, default.hitm for thle CDRI-l s
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 796-7100 or at its Internet address
hittp://www.fda gvMdclevcsRsucsfro/idI r/eaithtm.

Sincerely yours,

Anthony D. Watson, B.S., M.S., M.B.A.
Director
Division of Anesthesiology, General Hospital,

Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



Indications for Use

510(k) Number (if known): _____

Device Name: SentiCare PillStation

Intended Use:

The Sentiare PillStation is intended for medical purposes to provide alerts to patients and
healthcare providers for pre-determined medication dosing schedules. The device incorporates
wireless communication and electronic imaging.

Prescription Use X AN/R Over-The-Counter Use X
(Part 21 CFR 801 Subpart D) AN/R (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDR-, Office of Device Evaluation (ODE)

(Division Sign-Oft) Pg o
Division of Anesthesiology. General Hospital
Infection Control, Dental Devices

51 0(k) Number: _k /o 3on- -i
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